■■ Key Points From the 2007 Summit The Evolution Is Continuous
Since Part D was first introduced, the number of enrollees has increased, and many of the program offerings have changed. 1 Plans have also altered the payment structure, shifting away from deductibles and coinsurance to tiered copayments and coinsurance with an increasing reliance on generic medications to hold down costs.
The Emphasis on Management of Chronic Conditions Continues
Medication therapy management (MTM) programs are being regulated by the Centers for Medicare and Medicaid Services (CMS) to promote the safe and effective use of medications for qualified beneficiaries. 2 However, current criteria to define members who would benefit from MTM services only captures a small proportion of all enrolled beneficiaries. In addition to expanding these services to a larger number of patients, there is a need to SUMMARY: The Part D drug benefit continues to evolve. The benefit value appears to be diluted compared to the benefit value of large employer plans. Regulatory restrictions mandated by the Centers for Medicare and Medicaid Services (CMS) are reported to inhibit the ability of plans to create an effective, competitive drug benefit for Medicare beneficiaries. Management in this restrictive environment impedes competitive price negotiations and formulary coverage issues continue to create confusion especially for patients with chronic diseases. The doughnut hole coverage gap represents a significant cost-shifting issue for beneficiaries that may impact medication adherence and persistence. To address these and other challenges, CMS is working to improve the quality of care for Part D beneficiaries by designing and supporting demonstration projects. Although these projects are in different stages, all stakeholders are hopeful that they will lead to the development of best practices by plans to help manage their beneficiaries more efficiently.
CONCLUSIONS: A significant number of Medicare beneficiaries are currently receiving prescription drug benefits through Part D. The true value of this benefit has been called into question as a result of plan design parameters that lead to cost-shifting, an increasing burden for enrollees. Concerns regarding the ability to provide a competitive plan given the stringent rules and regulations have been voiced by plan administrators. In an effort to drive toward evidence-based solutions, CMS is working to improve the overall quality of care through numerous demonstration projects.
develop measures to assess the effectiveness of these programs. Special needs plans (SNPs), which are offered through Medicare Advantage, target the health needs of dual eligibles, institutionalized beneficiaries, and beneficiaries with certain chronic or disabling conditions (i.e., cardiovascular disease, diabetes, congestive heart failure, osteoarthritis, mental disorders, end-stage renal disease, and human immunodeficiency virus). 3 The coordination of care for these target populations has the potential to reduce hospitalizations and institutionalizations and improve medication use by reducing polypharmacy.
Quality Remains a Focus
The traditional fee-for-service (FFS) payment system used in Medicare created an environment that reimbursed health care providers for care regardless of the quality of that care. 4 In essence, incentives were somewhat misaligned, and there were no financial incentives to push for higher quality of care. In an effort to ensure the efficient use of Medicare resources, CMS has attempted to adopt strategies that promote improved quality of care for beneficiaries, such as Medicare Advantage, prospective payment, demonstration projects, and pay-for-performance (P4P).
Adoption of HIT Is Essential
CMS continues to evaluate the integration of HIT in an effort to streamline care and improve the quality and efficiency of health care delivery. 5 Although HIT offers the promise of improvement, the costs of implementing technologies such as EHR and e-prescribing contribute to a low rate of adoption. Through demonstration projects, it appears that CMS is attempting to provide data that will encourage support for financial investment in new technologies. 5 Oversight May Impede Progress Part D programs are subject to continued CMS oversight to ensure that the plans meet statutory, regulatory, and program requirements. 6 While the administrative and financial burden of the record keeping and reporting requirements of CMS may be daunting, it remains a necessary part of the Part D prescription drug process. It is possible, however, that the integration of HIT may make this process more efficient.
Looking Forward: The 2008 Summit
Medicare Part D is still in its infancy and will continue to develop as healthcare providers and payers respond to the challenges of changing technology, population characteristics, legislation, economics, and health care needs. Keeping an eye on the horizon and an awareness of market trends and drivers of change is imperative to effectively manage benefit designs and offerings for Part D beneficiaries. In response to this need, an additional Takeda-sponsored Part D Summit was conducted in July 2008 to discuss issues that could potentially alter how payers administer and manage their Part D programs. This meeting is a continuation of Takeda's ongoing initiative, the Managed Care Leaders Program, which is designed to focus on key issues and trends affecting payers. In follow up to the feedback collected during the first Part D Summit, this group focused on HIT and the overall management of Part D from a real-world perspective.
■■ Current Management of Part D Benefits
The Medicare Part D drug benefit was enacted with a goal of providing access to prescription medications for all Medicare patients. Unique to this plan was dependence on private insurers and pharmacy benefit managers to provide coverage rather than having the government assume the role of insurer. As with many government programs, the intricacies of established regulations have brought about many changes throughout the health care industry. For health plans, negotiating these changes has been challenging. Plans are restricted by benefit design requirements and plan submission deadlines that eliminate a plan's flexibility to alter offerings in response to market changes. In some cases, the regulations contain ambiguous language that contributes to increased administrative burden. Cost-shifting to the beneficiary, as seen with the standard benefit and the doughnut hole, is becoming a more frequently used strategy to contain costs. CMS continues to evaluate Part D and is actively working to improve the quality of care for Part D beneficiaries through numerous demonstration projects.
Part D Today
The Part D benefit was established to assist with the payment of outpatient drug costs for the millions of Americans eligible for Medicare, and the anticipated benefits of Part D generated much excitement. Recently, the benefit value of the original FFS Medicare program, compared to the typical benefits offered by large employers, was evaluated in a report from the Henry J. Kaiser Family Foundation, 7 which suggests that Medicare is still lagging behind large employer plans. Employer plans were represented by the Blue Cross/Blue Shield (BCBS) standard nationwide preferred provider organization (PPO), available to federal employees through the Federal Employees Health Benefits Program (FEHBP), and a typical employer PPO plan. In this analysis, benefit values were assessed for participants who are eligible for Medicare because of age, not disability. Across the board, the Medicare benefit lags behind coverage provided by large employer plans. Overall, the average Medicare benefit value paid by plan and individuals varies from $1,000 to $1,500 less than that provided by the large employer groups (Figure 1 ). For prescription plans, Medicare pays a lower percentage of prescription drug costs compared to employer plans ( Figure 2 ). Beneficiary cost-sharing for the prescription drug benefit was higher with the Medicare plan with average prescription drug plan payments for Medicare at $1,590 compared to $2,270 to $2,500 for the large employer plans included in this analysis.
In an effort to control health care spending through the years, CMS has consciously worked to increase beneficiary participation in managed Medicare plans instead of FFS plans. Following the Balanced Budget Act of 1997, Medicare + Choice plans were developed to provide Medicare recipients another option for health care coverage. In general, Medicare + Choice plans provided benefit coverage that paralleled traditional Medicare without incurring additional costs to the beneficiary. Medicare paid a fixed amount to the plan for each enrollee. Any cost savings realized by providing services at a cost lower than the Medicare payment level were distributed to beneficiaries by reductions in premiums and copayments or additional benefits. 8 While there were a number of different Medicare + Choice plans available, the most common plan type was an HMO, and most included prescription drug coverage. Despite initial enthusiasm for this type of coverage, enrollment began to decline between 2000 and 2003, the final year of Medicare + Choice. 9 By 2003, enrollment in Medicare + Choice had fallen to only 11% of the Medicare population (4.6 million beneficiaries), and the number of plans participating fell by 50%. 8 By comparison, 8 million of the 44 million eligible Medicare beneficiaries (18%) are enrolled in Medicare Advantage-Prescription Drug (MA-PD) plans. Medicare + Choice plans served as a rough template for the current MA programsMedicare + Choice became MA in 2003. Along with the conversion from Medicare + Choice to MA, the development of the prescription benefit under Part D, and the inception of Prescription Drug Plans (PDPs), MCOs were faced with increased regulatory oversight from CMS. These changes have resulted in less flexibility for plans with higher overall cost outlays for patients. There was unanimous agreement among Summit participants that the current Part D benefit places significant restrictions on plans that were not evident with the drug benefit requirements under the Medicare + Choice program. Concerns regarding how these limits will impact patient satisfaction continue to be raised.
Most of the Summit meeting participants voiced concerns about the amount of time that is spent on administrative tasks necessary to meet requirements of the Part D program. In a random survey of 1,183 psychiatrists during the first 4 months of Medicare Part D, these physicians reported that an additional 45 minutes was spent on administrative tasks for each 1 hour of direct patient care for dually eligible patients. 10 Other regulations exist that have an impact on the design of programs geared at improving patient adherence. One way some plans entice patients to adhere to treatment regimens is to offer incentives. However, the language that is contained in the current regulations is ambiguous and plans are reluctant to initiate benefit design changes, including incentives such as lowered copayments, because they fear the government will take action against them. For example, statements such as "substantially fail to provide an enrollee with medically necessary items and services" and "engage in certain marketing, enrollment…or do not meet the requirements for physician incentive plans" are difficult to interpret. 11 The ability of plans to effectively compete and improve the quality of care requires better definition of current regulations so that plans are confident that possible benefit design changes are within regulatory boundaries.
Further, current CMS regulations require months in advance to approve new initiatives for plans participating in Part D. To provide a drug benefit in the following calendar year, plans must submit bids for provision of a drug benefit for the following calendar year prior to the first Monday in June of the current year. 12 This lag time does not permit plans to account for changes in the second half of the year that may affect utilization or pricing. In addition, MA plans are now prohibited from making changes to coverage of nonprescription medications and cost-sharing midyear. 13 Previously, CMS allowed these midyear changes. The change was implemented, in part, to maintain the integrity of the bidding process.
Drug Formularies
Formulary management has been one of the tools that health plans use to contain the rising costs of medications. Formulary requirements for the Part D benefit are restrictive and include mandates for coverage of at least 2 medications within each Part D-covered therapeutic class. There are also 6 categories of medications that are essentially considered full access-antidepressants, antipsychotics, anticonvulsants, anticancer drugs, immunosuppressants, and HIV/AIDS drugs. 12 All medications within these categories must be included on each plan's formulary. For many categories of medications, these stipulations prohibit competitive price negotiations for drugs within a class. Essentially, it provides open access to these therapies.
Since the introduction of the Part D benefit, there has been confusion regarding coverage of drugs under Part B and Part D. Vaccines and erythropoietin represent examples of therapeutic categories affected by coverage questions. 12 Recent CMS changes have attempted to clarify coverage concerns. Plans are now required to include all vaccines not covered under the Part B benefit in the offerings under Part D.
14 For some chronic diseases, such as end-stage renal disease, whether coverage for medications, such as erythropoietin, should be obtained through Part D or Part B remains a source of confusion and adds to the complexity of care.
The "Doughnut Hole"
Another unique feature of the Part D standard benefit is the existence of the "doughnut hole." The doughnut hole represents the coverage gap between the level at which the patient is responsible for 100% of drug costs until they meet the requirements for catastrophic coverage. 9 This totaled $3,051 in 2007, with total outof-pocket costs drug costs of $3,850, before beneficiaries were eligible for catastrophic coverage. 15 In 2007, 26% of beneficiaries who did not qualify for low-income subsidies (LIS) reached the coverage gap. 9 Most of these individuals remained in the gap and never qualified for catastrophic coverage. The coverage gap places significant financial burden on the beneficiary; this burden is expected to continue to increase as the dollar value of the coverage gap is expected to double by 2017. 15 The doughnut hole was created as part of the provision of the defined standard benefit. Only about 10% of PDPs offered the standard benefit in 2007. 16 Tiered, flat-rate copayments are a more common type of coverage provision. Yet, the coverage gap remains a significant cost burden for some patients. Only 29% of PDPs and 51% of MA-PDs offered any type of gap coverage in 2008-most coverage was limited to generic drugs. 16 Coverage for generic medications in the doughnut hole is typically limited to certain medications. One stand-alone PDP and 17% of MA-PDs provided gap coverage for some brand name drugs. Almost all of the plans represented by Summit participants provide coverage for the doughnut hole; this coverage is limited to tier 1 medications and generics.
Arguments can be made both for and against the coverage gap. The existence of the doughnut hole increases the stake that patients have in using low-cost medications and may help to control rapidly rising health care spending. However, for many chronic diseases, new therapies that may offer therapeutic advantages are not available in a generic formulation. Patients requiring these types of medications may reach the gap more quickly, creating a disincentive for adhering to chronic medications. In fact, 20% of enrollees receiving proton pump inhibitors, antidepressants, oral antidiabetic medications, osteoporosis medications, ACE inhibitors, statins, angiotensin receptor blockers, or Alzheimer's disease treatments reached the coverage gap in 2007 and then altered their medication use. Patients stopped the medication (15%), reduced their medication use (1%), or switched to an alternative drug (5%). 15 These effects may be greater considering that only 8 classes of medication were included in this study. The long-term implications of discontinuation or switching therapy remain unknown and have the potential to increase total health care costs. This effect has been previously seen under the Medicare + Choice benefit and warrants close monitoring with Part D beneficiaries. In an analysis of more than 150,000 Medicare + Choice participants with a $1,000 prescription drug benefit cap and almost 42,000 whose drug benefits were unlimited in 2003, the cap on drug benefits was associated with a reduction in drug consumption. 17 For antihypertensive medications, consumption decreased 15% (95% CI = 11.4%-18.1%) among those whose benefits were capped. This decrease in consumption was also seen for lipid lowering agents (27% reduction in consumption, 95% CI = 23.1%-30.4%) and antidiabetic agents (21% reduction, 95% CI = 14.3%-26.6%). The benefit cap was also associated with a lower adherence to drug therapy in patients with chronic diseases (Figure 3 ). In this evaluation, increased costs of hospitalization and emergency department care negated any financial savings in drug costs. When benefits were capped, pharmacy costs were 28% lower (95% CI = 25.6%-30.4%) compared to uncapped benefits. However, hospital costs were 13% higher (95% CI = 1.3%-26.5%) and emergency department charges were 9% higher (95% CI = 1.0%-17.7%) for those with capped benefits. There was no significant difference between the groups with respect to total health care costs for the measurement year (2003).
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The Benefits of CMS Involvement
The provision of high quality, evidence-based care is an essential component of efforts to reduce overall health care costs. Through the many demonstration projects sponsored by CMS, it is hoped that the data generated will serve to determine the best approaches for delivery of high-quality, cost-efficient care. While these changes are evaluated in the Medicare setting, if the innovations prove valuable the results could easily be translated to the larger managed care market. Essentially, CMS is helping the managed care industry by "test-marketing" potential system changes. CMS has more than 50 demonstration projects underway revealing a commitment to improvements in health care provision (Table 1) . 18 One such project is the Care Management for High Cost Beneficiaries Demonstration project, designed to evaluate whether provider-based intensive care management services improve quality of care and decrease costs for FFS beneficiaries with 1 or more chronic diseases. 19 Six organizations are participating in this 3-year demonstration project that, for most, began in 2006. It is hoped that through this project, effective cost-management strategies can be identified for the 15% of FFS participants who consume 75% of the total Medicare expenditures in any given year.
Another demonstration project that could lead to significant changes in health care practices is the EHR demonstration project. 20 The acceptance of EHRs has been slow and has met with much resistance from practitioners, yet there is potential for this technology to improve the quality of care. Undertaken to foster the implementation and adoption of EHRs and HIT, it is hoped that by tapping both private and public payers, physician practices will be driven to adoption of these technologies.
■■ Conclusion
The intent of the Medicare Part D benefit was to provide prescription drug coverage for the elderly, as well as non-elderly chronically disabled Medicare beneficiaries. In lieu of government-negotiated pricing for medications, a system was developed that relied on competitive marketing among plans to hold down health care costs. The rules and regulations that have accompanied the enactment of the Part D benefit may negatively affect the flexibility of plans. The rules and regulations increase administrative burden, do not allow flexibility when submitting health plan bids, and in some cases contain ambiguous language that creates confusion among plan administrators. The doughnut hole remains a major concern with beneficiaries experiencing the economic pinch of significant cost-shifting and for plans that are looking to better manage long-term costs by driving appropriate medication use and increased adherence. While many of these CMS mandates can be burdensome for MCOs, the potential for identifying opportunities to improve the quality of care through other CMS initiatives such as demonstration projects and directives for adoption of HIT is exciting.
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H ealth information technology (HIT), the secure transmission and management of health information, is relatively new. Despite its availability, acceptance and use of HIT in the United States has been slow and lags behind many industrialized countries.
1 Forces within the current environment-rising health care expenditures, high adverse event rates, and government and private initiatives-are increasing the speed of acceptance of HIT. Challenges to the adoption of HIT in the United States have included the high costs of the technology, general resistance to change, misaligned incentives, and the fractured payment system. Believing that HIT will improve the quality and safety of health care, President George W. Bush set a goal for most Americans to have an electronic health record (EHR) by 2014. 2 The Centers for Medicare & Medicaid Services (CMS) has followed through on this directive by instituting programs aimed at increasing the adoption and use of HIT, starting with e-prescribing and EHR.
■■ Benefits of HIT Increased use of HIT can benefit all members of the health care system: patients, payers, prescribers, physicians, office staff, and pharmacies. 3 While one particular technology may provide a more apparent benefit to a particular segment, the overall improvement in patient care that can be realized affects all stakeholders in the process.
Improvements in Quality of Care
Data drive the measurement of quality in health care. Collecting data can be cumbersome in a paper and pencil world. Capturing information electronically is a major asset of HIT and facilitates quality measurement. Data that are mined through HIT applications provide continuous feedback to providers and plans and are an invaluable tool for guiding future care decisions.
E-prescribing E-prescribing uses technology to allow prescribers to electronically transmit prescriptions. The intent of this technology is to reduce medication errors and improve patient care by eliminating the need for interpreting handwritten prescriptions. 4 Through the increased use of e-prescribing, physicians have the benefit of receiving real-time formulary, drug-drug and drugallergy information as well as a history of drugs dispensed for the patient. The elimination of handwriting interpretation decreases medication error rates and reduces communication time between pharmacies and office staff. Payers are better able to promote increased utilization of generic and preferred brand drugs, as well as avoid costs resulting from adverse drug events. However, (HIT) , notably e-prescribing and electronic health records (EHR), have the potential to improve the quality of care, reduce medication errors and adverse events, and decrease overall health care utilization and costs. However, the United States continues to lag behind other countries in the adoption and use of HIT.
OBJECTIVE: To review the various issues surrounding the implementation of HIT in the United States and potential drivers that will influence the use of e-prescribing and EHR.
SUMMARY: The United States has been slow to embrace HIT. However, various factors, including increasing government involvement, are speeding the implementation and use of HIT. E-prescribing and EHR are both electronic means to provide better coordination of care by enabling various health care professionals to access patient medical records. Widespread adoption of HIT can be especially helpful for the elderly, since this population tends to have more chronic conditions requiring polypharmacy. Adoption of e-prescribing can reduce medication errors due to poor handwriting, while EHR can promote better clinical outcomes, improve medication adherence and refill rates, improve member satisfaction, and lower overall health care expenditures. Unfortunately, barriers to the adoption of e-prescribing and EHR still exist, including resistance to learning new technology, initial start-up costs, delay in seeing a return on investment, lack of a standardized platform, increased administrative burden, and misaligned incentives. In an effort to promote greater adoption of e-prescribing and EHR, the Centers for Medicare & Medicaid has designed several initiatives, and other private organizations are now becoming more involved to close the HIT gap.
CONCLUSION: Although the United States has been slow to implement HIT, there is reason to be hopeful. Increasing involvement by the government and other organizations will facilitate the greater adoption and use of e-prescribing and EHR in the near future. Ongoing data are needed, however, to demonstrate improvements in overall patient care and reductions in health care utilization and costs. These data are necessary to remove existing barriers that may prevent widespread implementation.
even with electronic prescribing, errors in drug selection, dose, and duration of therapy may occur. Since e-prescribing is still relatively new, its overall impact on medication errors will need to be closely watched. 5 According to a review by the Agency for Healthcare Research and Quality (AHRQ), EHR applications improve quality of care. 6 A total of 84 papers related to EHRs were identified; those meeting criteria (n = 7) for functionality and the ambulatory setting were included in the final analysis. The authors concluded that there is support in the literature for improvement in provider performance when clinical support decision-making tools (e.g., prompts for preventive medications, screening for drug interactions) are part of the EHR system. The key to the success of improving performance is the accessibility of data and the ability to translate the data into information that a provider can use to improve clinical practice. 6 Improvements in care coordination also require access to data. Patients with chronic conditions or multiple comorbid conditions often have many caregivers, require multiple medical tests, and take more than one medication. Sharing patient-related information among caregivers is often difficult and may be unrealistic if the patient has treatment records in a variety of settings (e.g., hospitals, clinics, private practice). The use of an EHR could simplify the coordination of care and streamline access to patient medical records.
EHR
The Veterans Health Administration (VHA) is often cited as a model for the provision of coordinated care. Through the promotion of EHR and the use of outcomes indicators, the VHA strives to constantly improve care for veterans. Following the implementation of an integrated electronic medical record (EMR), males ≥ 35 years of age from a VHA cohort were compared to a random sample of men from 12 communities in a study using a subset of quality indicators (n = 348) from RAND's Quality Assessment Tools system, which represents both inpatient and outpatient care for acute and chronic conditions. 7 The VHA cohort (n = 596) scored significantly higher than the national sample cohort (n = 992) for adjusted overall quality (67% vs. 51%, respectively [95% CI = 14%-18%]), chronic disease care (72% vs. 59%, respectively, [95% CI = 10%-17%]), and preventive care (64% vs. 44%, respectively [95% CI = 12%-28%]). Differences between the cohorts were greatest when the care process was also part of the VHA performance measurement system.
The impact of HIT on delivery of patient care was the focus of a recent systematic literature review that included 257 studies. 8 The benefits of HIT fell into 3 main groupings: increased adherence to guidelines or protocols, improved medication safety, and enhanced surveillance and monitoring. The majority of systems included in these studies were decision-support systems aimed at providers (63%) with 37% of studies evaluating EHR. Use of EHR was more common in the outpatient setting, and provider order entry systems were more common in the inpatient setting. Promoting increased adherence to guidelines or protocols was considered the major impact of HIT. Absolute increases in improvements in quality of care ranged from 5% to 66% with most increases found in the range of 12% to 20%. Improvements in primary preventive measures with the use of HIT also occurred. Reductions in medication errors were noted in results from 4 studies, and improvements in systems evaluations focused mainly on prevention of disease outbreaks. The review also evaluated the effects of HIT on efficiency. Most of the studies (80%) that evaluated the effect of HIT systems on utilization of care and provider time showed decreased rates of health services utilization such as diagnostic tests and laboratory measurements. 8 
■■ Impact on Cost
Health information exchanges involve sharing of clinical, financial, and demographic data among health care stakeholders in support of care delivery, financing, public health surveillance, research, and other health system activities. According to a September 2008 survey by eHealth Initiative, 9 most fully operational information exchange systems (29/42, 69%) reported a reduction in costs. These reductions were realized through improvements in quality of care such as avoidance of redundant tests; avoidance of hospital admissions for medication allergies, errors, or interactions; lower costs of care for patients with chronic conditions; and reductions in time spent on administration. The majority of respondents cite securing up-front funding as a significant challenge. 9 Additionally, of the 130 respondents, 82% said that as a sustainable business model, HIT was a very difficult or moderately difficult challenge.
E-prescribing
With e-prescribing, it is hoped that the improved safety and accuracy of prescribing will translate to better patient outcomes and reductions in personnel time required for prescription clarification. 10 Savings in personnel time both from a prescribing and dispensing perspective could exceed $400 million. CMS estimates that over a 5-year period, the economic benefit of e-prescribing achieved by prescribers, dispensers, and beneficiaries could exceed $800 million. 
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EHR
Although cost is often cited as a barrier to adoption of EHR, several studies indicate that start-up costs are often balanced with cost savings, resulting in a cost-neutral change. [11] [12] [13] In a model framed from the perspective of the health care organization, EHR costs were compared to traditional paper-based medical records for a 5-year period. 13 Both system costs (software, implementation, support and maintenance, hardware) and induced costs (costs stemming from an initial loss of productivity due to new processes) were included in the model. Benefits included costs avoided and increases in revenue generation. Despite an annual cost of $46,400 (in 2002 dollars) associated with EHR, an annual benefit of $154,900 was realized when EHR was implemented. 12, 13 Improvements in productivity have been noted following implementation of an in-house EHR. 14 In the VHA, a shift to EHR from 1996 to 2004 was accompanied by an increase in the number of patients treated (69.4%) and a net decrease of 23.3 fulltime employee equivalents per 1,000 patients (37% reduction). Implementation of the EHR system at the VHA also enabled the provision of care at an overall cost per patient that was 26% lower than Medicare's cost per patient (Figure 1 ). 14 Retrospective qualitative case studies of 14 solo or smallgroup primary care practices were conducted to determine the costs and benefits of EHRs. 12 Costs were based on one-time and ongoing EHR-related expenses as well as productivity loss, training needs, and telecommunications. Average costs per full-time equivalent provider per year were $43,826 initially, with ongoing costs averaging $8,412. Average benefits per full-time equivalent provider per year were $32,737; thus, approximately $23,000 in net benefits per full-time equivalent provider per year were realized within two and one-half years of EHR use. . 9 This figure highlights the low adoption rate but offers hope that the tide may be turning.
E-prescribing
E-prescribing is expected to reach the 100 million mark in 2008, reflecting 7% of all eligible prescriptions (new and renewal transactions) (Figure 2) . 15 In 2007, there were approximately 35,000 prescribers employing e-prescription technology and the number of e-prescribers is expected to more than double to 85,000 by the end of 2008. While an increase is expected, physician use of e-prescribing in the United States still lags behind many other countries ( Figure 3 ).
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EHR
As with e-prescribing, the adoption of EHR in the United States trails many other countries. 1 DesRoches et al. 16 described the state of EHR adoption in 2007 and 2008 by conducting a national survey of 2,758 physicians (62% response rate; Figure  4 ). Physicians were identified from the 2007 Physician Masterfile of the American Medical Association. Overall, the adoption rate Health Information Technology-Results From a Roundtable Discussion was low, with only 4% of physicians reporting that they used a fully functional EHR system. A basic system was used by 13% of surveyed physicians. Primary care physicians utilized this technology more often than physicians who are not in primary care practices (P < 0.001). Adoption of EHR was higher if the practice was associated with a hospital or medical center (P = 0.008). Larger physician practices were also more likely to utilize EHR than small practices (P < 0.001). Physicians with a fully functional system were more likely to be satisfied with the reliability of the technology than physicians with a basic system (90% vs. 79%, P < 0.01). Overall, a positive response to survey questions regarding the beneficial effects of EHR on their practice was more frequently reported by physicians who used a fully functional system (Figure 4) . Financial incentives for technology purchases and payment for use of the EHR system were cited as facilitators of adoption. 16 
■■ Pushing HIT Adoption Forward
Major efforts are underway to increase HIT adoption. The cost of health care is skyrocketing; for 2007, total spending for health care was $2.3 trillion, representing 16% of the U.S. gross domestic product (GDP). 17 Health care expenditures for the United States exceed health spending in other countries even though health care benefits are not offered to all U.S. citizens. These costs are expected to continue to grow; at the current rate of growth, health care is expected to reach 20% of the GDP within a decade. 17 Means to provide high quality care at the lowest cost continues to spur the use of technology forward. When technological advances improve care and prevent medical misadventures, costs reductions are realized.
High rates of medication errors and adverse events related to treatment are also driving the push for adoption of HIT. The Institute of Medicine Report To Err Is Human has been instrumental in pushing issues of patient safety to the forefront of public discussions.
18 Each year, medication errors alone are responsible for an estimated 1.5 million injuries and $3.5 billion in excess costs. 19 Increased use of HIT is often cited as one key component of reducing this high error rate and the associated costs.
Efforts from several levels-federal, state, professional organizations, and industry-have championed increased use of HIT. One of the largest drivers is the U.S. government. CMS has initiatives designed to promote the adoption of 2 key components of HIT: e-prescribing and EHR. 20 This act makes changes to the Medicare program; in particular, a section of this act targets e-prescribing and is intended to strongly encourage its use among Part D participants. In effect, this new law provides physician incentives for e-prescribing with the intent of providing better coordinated care, improving patient outcomes, and reducing overall health care costs. Beginning in 2009, physicians who use e-prescribing for Medicare Part D recipients are eligible for an incentive payment of 2% of annual charges for Medicare services. 21 The incentive is available for a 5-year period with a decreasing incentive bonus over time. Additionally, providers who fail to use e-prescribing will be penalized beginning in 2012. The penalty increases from 1% to 2% of the annual Medicare payment by the year 2014. The law does have a safety net to exempt certain prescribers from penalties-i.e., those for whom implementing e-prescribing would be cost prohibitive (e.g., rural practitioners with limited Internet access). 21 It is hoped that the money spent on incentives will be recouped through cost savings. Over a 10-year period, Medicare has the potential to save an estimated $156 million through avoidance of adverse drug events and an additional $410 million in savings through generic medication use due to e-prescribing. 10 The recent Medicare mandate advocating financial incentives for e-prescribing will most certainly drive increased utilization. 21 Other financial incentives may further increase e-prescribing. The Medicare Electronic Medication and Safety Protection (E-MEDS) Act of 2007 was introduced to Congress in December 
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2007. If passed, this bill allows for a one-time bonus of $1,000 to $2,000 for e-prescribing to physicians who meet a threshold volume or proportion of claims for physician services for Medicare beneficiaries. To encourage adoption, the higher one-time payments ($2,000) will be provided to physicians who demonstrate early use of e-prescribing. This bill also offers ongoing incentives for the use of e-prescribing, as well as 10% reductions in reimbursement per claim if e-prescribing is not used. These reductions will be waived, however, for 1 to 2 years due to unforeseen circumstances or hardship. 22 Since its introduction, however, no additional legislative activity has occurred, and the bill remains in committee.
The push for e-prescribing extends beyond the government.
Several professional organizations have launched a website (www.GetRxConnected.com) in conjunction with the Center for Improving Medication Management that supports the conversion to e-prescribing. 15, 23 Through this website, prescribers can generate a report that identifies whether their EMR system is certified for e-prescribing. For those without EMR capabilities, the site provides information on the evaluation of e-prescribing technology and also offers a feature to help organizations determine the financial impact of e-prescribing. The Center for Information Management also offers consumer-directed materials that provide education about e-prescribing. To further support the adoption of e-prescribing, free software is available from the National ePrescribing Patient Safety Initiative (NEPSI), a joint project of organizations with a goal to address the current crisis in preventable medication errors.
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Recognizing the many barriers faced by early adopters of e-prescribing, such as incompatible systems, companies in the private sector are working together to create solutions. One recent example of this cooperation is the merger between the e-prescribing networks of community pharmacies (SureScripts) and the largest pharmacy benefit managers (RxHub) in July 2008. This merger creates a single, secure, nationwide network for e-prescriptions that is expected to further catapult the presence of e-prescribing and increase its ease of use. 25 This joining of these 2 networks helps close the gap between community and mail-order pharmacy and will allow prescribers to access information regarding patient prescription use in both arenas. With the new network, prescribers can transmit new or renewal e-prescriptions to both community and mail-order pharmacies. This breaks down additional barriers to e-prescribing. One obstacle that remains is the prescribing of controlled substances. If e-prescribing for controlled substances becomes plausible and payers and vendors offer incentives, further e-prescribing growth can be expected. It appears that regulating the e-prescribing of controlled substances is on the horizon. The Drug Enforcement Agency (DEA) has proposed regulations that would allow e-prescribing of controlled substances as long as stringent guidelines are followed. 26 The legislation is designed to supplement existing controlled-substance regulations and would allow pharmacies to receive, dispense, and archive electronic prescriptions for Schedule II-V controlled substances. It would enable the better integration of prescription and medical records for pharmacies and hospitals.
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EHR
With a goal of fostering EHR implementation as a vehicle to improve quality of care, CMS recently identified participating locations for a 5-year demonstration initiative based on 2 separate incentive payments. 27 The first offers a financial reward for physician practices that adopt and use EHR and the second for reporting 26 selected quality measures beginning in the initiative's second year. Organizations who participate in this project must provide the initial financial investment. Participating practices receiving the financial incentive will need to have a Certification Commission for Healthcare Information Technology (CCHIT)-certified EHR by the end of the second year. Practices are reimbursed annually for completing an Office Systems Survey that measures the number of EHR functionalities incorporated into daily practice, with payments made for the reporting of quality measure (beginning in year 2), and performance on clinical quality measures for year 3. Over a 5-year period, the maximum per provider reimbursement is $58,000, with a maximum reimbursement of $290,000 per practice.
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■■ Challenges to HIT Adoption Despite the fervor surrounding potential improvements in quality of care and cost reductions, the adoption of HIT faces substantial challenges. There are individuals in every field who are slower to embrace technology. These reluctant individuals will need support in various areas to encourage adoption of HIT. Contributing factors to low adoption rates include a paucity of data supporting improved patient outcomes, privacy concerns, lack of a national standard platform for information exchange, legal concerns, and high system costs. 28 In Massachusetts, where almost half of physicians use EHR, a random stratified survey was mailed to 1,921 physician practices in 2005. 29 One physician from each practice was chosen at random to participant in the survey, and an alternative physician was selected in the event the initially chosen physician was no longer at the practice, had retired, or was deceased. Use of an EHR was evident in fewer than 25% of practices overall; larger practices were more likely to use EHR. More than half (57%) noted physician skepticism as a barrier to adoption. Lack of computer skills, technical support, and time to learn about EHR systems were also reported by 59%, 66%, and 77%, respectively. 29 It seems that this skepticism is not without premise. In a systematic review of published literature, Poissant et al. 30 evaluated the impact of EHRs on documentation time for physicians and nurses. For physicians, an average increase of 17.5% in documentation time was identified. Increased documentation time varied depending on the type of system, with desktop applications producing the most inefficiencies for physicians (work time increased an average of 238.4% per working shift). These authors concluded that decreased documentation time is not likely to be realized with EHR. 30 Another study conducted in dual-eligible patients of psychiatric practices found that practitioners spent an additional 45 minutes on administrative tasks for each one hour of patient care for this population. 31 Any technology that ends up increasing the administrative burden of the user, such as the increase in documentation time, will be problematic. End users will continue to be reluctant to embrace technology that pulls caregivers from their primary objective-patient care. Demonstrated benefits of HIT in decreasing administrative tasks are needed to move HIT forward.
To further complicate this problem, the incentive for physicians to invest in EHR is out of alignment in the present environment. Benefits of HIT are often noted as reductions in overall health care costs. These benefits may not be realized by providers who make the financial investment in a system. Of the estimated $77 billion that could be saved at a level of 90% EHR adoption, $23 billion would be allocated to Medicare, and $31 billion would be allocated to private payers. 11 Incentives also vary depending on the reimbursement model. In a fee-for-service model, an incentive to use an EHR would only be realized if improvements in revenue per time were improved. 32 In mixed models, the contributions of EHR to improvements in quality or performance measures may an ROI. 12 The average time to pay for EHR was 2.5 years with a profit realized soon after. However, it would take 1 practice 9 years to see a positive ROI, and 2 practices would never realize a positive return.
Current initiatives by public and private sectors to improve adoption of HIT through providing either up-front support in the form of software and hardware or monetary incentives for using the technology coupled with results from the literature on positive ROI for physicians who adopt HIT will help to increase its acceptance and use.
HIT: What Will the Future Bring?
The low current adoption rate appears to make attainment of the 2014 goal an improbable task, yet there are positive signs that acceptance may be increasing. The emphasis placed on increasing HIT adoption through CMS initiatives should attract the attention of physicians. If initiatives such as demonstration projects support improved quality and lower costs, leaders in the health care industry can use this to encourage further adoption of HIT.
CMS and the Office of the Inspector General have also created rules in response to concerns about how existing regulations may impact the adoption of HIT. 35 The intention is to remove barriers that prohibit the transfer of software and systems hardware to enable provider collaboration to develop effective HIT systems. While the e-prescribing rules are more stringent than EHR regulations, the new provisions allow for donations of technology under certain conditions. Any EHR software donation must include an e-prescribing capability that is compliant with the Medicare Drug Benefit Standards. The new rules require a written agreement outlining the terms of the donation, and recipients are required to pay 15% of the donation's cost.
■■ Conclusion
It is believed that through public and private incentives for using HIT, the adoption rate of this technology will increase. It is only through increased adoption that the potential benefits, such as improved care coordination, will be realized. Studies must continue to provide data to support improvements in quality of care and cost reductions that accompany HIT adoption. Recognizing the barriers to HIT adoption and creating systems to address these barriers will also be critical to promote increased use. While this may seem to be an unachievable goal today, the adoption and use of EHR continues to slowly grow. This pace could potentially accelerate with continued support and ongoing initiatives from the government, medical organizations, and industry.
DISCLOSURES
increase the allure of adopting EHR.
A lack of widespread HIT results in an inability to achieve desired outcomes. One of the main benefits proposed for EHRs is improved coordination of care, particularly for individuals with chronic conditions or with multiple comorbidities who see multiple physicians and other ancillary services as part of their care. This benefit can only be fully realized if secure, patient-related data can move freely between providers. The low adoption rate of this technology has negated realization of this benefit in many outpatient settings.
Another problem slowing the acceptance of HIT is a lack of standards for EHR systems. Standards are needed to permit communication and interoperability between systems. There has been little incentive for businesses in the free market environment to develop standards, and purchasers of systems have not demanded this feature despite research suggesting that a savings of $78 billion could be realized with a fully integrated health care information system in the United States. 33 Returns are diminished if health information exchange is not standardized. Although the federal government has made some strides in the push for industry standards, the marketplace remains a considerable distance from adoption of functional standards.
Still, one of the major hurdles for HIT is the high cost associated with the one-time start-up and ongoing maintenance of the technology. Organizations and practice groups may agree that these systems have the potential to improve patient outcomes. Yet, skepticism about whether the initial monetary outlay will be cost beneficial remains; this is especially relevant given the state of the U.S. economy. Initial EHR costs can be prohibitive for some organizations and individual practitioners. Cost estimates for implementing an EHR system in the ambulatory setting must include the start-up outlay for hardware, software, and licensing, as well as costs related to the process of implementation (e.g., training, temporary loss of productivity). 6 Per physician start-up costs have been reported to vary between $15,000 and $50,000; benefits such as decreased staffing costs and increased revenue may not be realized and are dependent on the specific EHR system. 34 Physicians have cited initial technology costs as a major barrier to adoption of EHRs. 16 Return on investment (ROI) remains a sticking point for many providers. In a recent national survey, 50% of physicians who had not adopted EHR technology cited uncertainty of achieving an ROI as a barrier to adoption. 16 In a review of 14 solo and small physician group practices, EHR costs (one-time and ongoing costs for hardware, software, information systems staffing, external contractor services, installation, training, abstraction, productivity loss, and telecommunications) and EHR benefits (decreases in compensation for medical records and other support staff, decreases in transcription and paper supply costs, increased visits due to reduced provider time per visit, decreased provider time at work, and revenue enhancement from higher payment for increased levels of coding for visits) were calculated to determine the time to achieve The number of qualified elderly is increasing, and concerns about the added economic drain of this newer benefit on the already inadequately funded general Medicare benefit are increasingly heard. Plans are restructuring to adjust to changes in regulations and market pressures, often resulting in cost-shifting to the beneficiary. Furthermore, although Part D was designed to allow the private sector to administer the benefit, there is growing pressure for increased government involvement in the process.
Economic Forecast Is Dismal
The sustainability of Medicare from a financial standpoint has been the source of much debate. The increasing U.S. elderly population is expected to add financial strain to an already stretched system. 1 Census Bureau data indicate that the United States is on the cusp of an elderly population explosion because of aging Baby Boomers.
2 By 2030, the population of people aged ≥65 years is expected to be twice as large as it was in the year 2000 (72 million vs. 35 million). Taking this projected increase into account, roughly 1 in 5 Americans will be elderly by 2030 (Figure 1 ).
Medicare costs in 2007 accounted for 3.2% of the gross domestic product (GDP). The ratio of Medicare costs to the GDP is expected to rise sharply over the coming years and surpass the costs of Social Security by 2028 (Figure 2) . 3 According to the 2008 Social Security and Medicare Trustees reports, current financing arrangements are not sufficient to maintain the programs over the long term. 3 The impending financial difficulty for Medicare will be realized before that of Social Security-Medicare's Hospital Insurance (HI) Trust Fund will be depleted by 2019, followed by Social Security reserves in 2041. The HI Trust Fund pays for inpatient hospital and related care; the Medicare Supplementary Medical Insurance (SMI) Trust Fund pays for prescription benefits under Medicare Part D, and a separate part of this trust pays for physician and outpatient services. Social Security is funded by two additional trusts, OldAge and Survivors Insurance (OASI) and Disability Insurance (DI). These trusts are funded through taxes, premiums, and other dedicated revenues.
However, escalating health care costs require additional financing of these funds through general fund revenue because incomes from stagnate wages cannot keep pace with rising health care expenditures. 3 It is anticipated that general revenue transfers to Medicare to help fund the program will account for SUMMARY: The continued growth of the elderly population is expected to place an increasing burden on the services provided through Medicare. Given the current financial situation, it has been predicted that Medicare's Hospital Insurance Trust Fund will be depleted by 2019. To provide quality benefits and remain competitive, health plans are continually evaluating and redesigning their Part D benefits. However, the current regulatory environment is preventing plans from offering innovative products and designs that could lower costs to beneficiaries. The growing number of beneficiaries hitting the doughnut hole is also becoming a concern for both beneficiaries and health plans. More beneficiaries are reaching the doughnut hole, and this has resulted in changes in beneficiary behaviors, including stopping medications, switching to alternative drug classes, and reducing medication use. Because of the increasing concerns about Medicare's sustainability, it is anticipated that the government may become more involved.
CONCLUSION: As the health care landscape continues to change, payers will be challenged to offer benefit designs that are affordable to elderly beneficiaries. For its part, the government must allow plans to design benefits that will improve the overall quality of care. Additionally, closer attention must be given to the growing number of beneficiaries hitting the doughnut hole and its potential adverse clinical and economic consequences.
coinsurance up to an initial benefit threshold of $2,510 in total drug costs, and a coverage gap where the beneficiary pays 100% for the next $3,216 in drug costs (the so-called doughnut hole). The catastrophic coverage threshold is met at $5,726 in total costs ($4,050 in out-of-pocket spending), with the beneficiary paying 5% co-insurance, the plan assuming 15%, and Medicare bearing 80% of all further costs for the remainder of the calendar year. 5 Currently, more than 25 million Medicare recipients are enrolled in Part D plans, with 70% in a stand-alone PDP and 30% in an MA-PD plan. 6 The number of stand-alone PDPs increased from 2006 to 2007 but remained relatively stable in 2008. There has been some speculation that PDPs will phase out over time and are simply a transition product until beneficiaries convert to MA-PD plans. 7 The authors concur with this assessment and predict the number of stand-alone PDPs will continue to decrease in the coming years.
Monthly premiums for drug plans differ based on the benefits offered. In general, premiums have increased each year and are in line with increased drugs costs. 8 The average monthly premiums for PDPs in 2009 are expected to be approximately $28 and about $17 for MA-PD plans. These figures are actually lower than what was originally projected for 2009. 8 Plans that offer some gap coverage tend to having higher monthly premiums. 6 Plans offering the standard benefit often encourage generic drug use and less expensive therapeutic alternatives to keep beneficiaries from reaching the coverage gap.
Cost sharing has increased since the introduction of Medicare approximately half (45%) of Medicare's outlays by 2014-this has helped fuel the current Medicare funding warning. 3 This warning, signaling an inadequacy in the trust fund's dedicated financing, requires action from the President and Congress to examine the impact of Medicare on the federal budget in an expedited fashion.
The outlook for Part D financing is not quite as bleak as that for Medicare as a whole, since financing for the next year is automatically provided by law and is based on projected costs for the subsequent year. 3 Federal general fund revenues are used to pay for 75% of Part D expenditures and the remaining costs are covered by the beneficiaries' monthly premium charges. 3 Rapidly rising costs, however, are expected to affect Part D as well. These costs will be offset through increased cost shifting to the beneficiary-costs to beneficiaries are expected to grow and exceed the growth of both the economy and beneficiary incomes. 3 This cost shifting will force the individual to assume more financial responsibility for prescription drug costs. 4 
Evolution of Medicare Part D Plans
Medicare Part D plan administrators will need to continually evaluate plan structure and reconfigure plan design to meet the challenges of increased costs and remain competitive. According to Summit participants, the current regulatory environment and Centers for Medicare and Medicaid (CMS) oversight of Part D programs has created some frustrations among plan sponsors and has limited the ability to offer innovative products and solutions.
Since the introduction of Medicare Part D in 2006, the prescription drug plan benefit has been available as either standalone prescription drug plans (PDPs) or Medicare Advantage prescription drug (MA-PD) plans. Plans must meet minimum requirements, and offerings vary based on benefit design, cost, gap coverage, formulary, and utilization management rules. The 2008 standard benefit includes a $275 annual deductible, 25% Based on a review of confidential data from Part D's 10 largest insurers and Medicaid pricing from drug manufacturers, the committee found that prices paid for 97 of the top 100 prescription drugs used by dual beneficiaries were higher than prices paid for Medicaid. 11 The prices for essential medications as defined by the CMS-protected list were especially high-rebates and discounts of only 7% were available to Part D insurers for 16 of the protected list drugs appearing on the top 100 list. Compared to Medicaid pricing for these same medications, the cost was 40% higher for Part D insurers. In its report, the committee noted that for the years 2006-2007, drug discounts offered by Medicare Part D were $3.7 billion less than those offered by Medicaid ($2.6 billion vs. $6.3 billion, respectively). 11 This difference results from rebates that Medicaid had negotiated with manufacturers. The report concludes that a savings for dual eligibles of $86 billion over the next 10 years could be realized if Part D insurers were Part D, with many PDPs using tiered copayments; the amount of these copayments varies significantly between plans and is typically much lower for participants in larger, national PDPs. Currently, most PDPs also target high-cost medications and place them on a specialty tier as a cost-containment strategy. 6 The number of plans implementing a specialty tier doubled from 2006 to 2008. 6 With the emphasis on generic medication use, plans offer greater coverage for generic medications and shift the cost of branded and specialty medications to the beneficiary. Formulary and utilization management tools are increasingly used to manage drug costs and, depending on the benefit design, may increase the number of participants affected by the doughnut hole. Even with an open formulary, utilization management may restrict access to formulary drugs through step therapy, quantity limits, or prior authorization. 6 
Growing Burden of the Doughnut Hole
The doughnut hole, or gap in coverage, is a feature of Part D that increases the financial burden for many beneficiaries. The gap occurs when enrollees meet a set level of drug spending ($2,510 in 2008) and remains in place until a designated out-of-pocket spend has occurred (e.g., in 2008, beneficiaries are responsible for $3,216 while in the gap). 5, 6 For 2008, this translated to $5,726 in total drug spending before catastrophic benefits are in place. The value of the coverage gap is expected to double between 2007 and 2017, placing a significant financial burden on enrollees.
9 A low-income subsidy (LIS) is available to assist beneficiaries who qualify; these individuals are not required to pay for medications in the coverage gap. 9 In 2007, 26% of non-LIS Part D enrollees reached the coverage gap. For those non-LIS beneficiaries with limited funds, the out-of-pocket expenses may hinder medication compliance. Documented changes in drug use for a representative sample of beneficiaries have occurred when enrollees reach the coverage gap (Figure 3 ). These changes include stopping medications, switching to an alternative drug class, and reducing medication use. 9 As Part D plans continue to mature, careful attention to the doughnut hole's impact must be monitored to determine if the care of patients with serious chronic medical conditions is compromised.
Potential for Increased Government Involvement
While Part D has successfully increased medication access for millions of Americans, questions about cost continue to surface, and strategies to reduce and/or contain these costs remain at the forefront of Part D discussions. One of the biggest unanswered questions is whether negotiation of drug prices should remain in the private sector or move under government influence. 10 While the government leveraged its purchasing power to obtain lower drug prices, price negotiation for Part D plans was left up to private plans because it was believed that market competition among plans would result in lower overall drug prices.
A report issued by the U.S. House of Representatives Committee given price discounts equal to those of Medicaid.
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As discussed in the section, "Current Management of Part D Benefits," (see page S4) CMS regulations regarding formulary coverage may have impeded the ability of the plans to negotiate the level of cost savings traditionally secured for commercially covered lives. Furthermore, while the potential for cost savings that could be realized from government-led Medicare price negotiations may be enticing, there is no guarantee that this level of savings will actually come to fruition. In a recent congressional report, the potential implications of federal price negotiations were reviewed. 12 Concerns about centralized negotiations include the restriction of formulary choice; for example the number of drugs in the Veterans' Affairs formulary is considered much more restrictive than the formularies in private plans. The effect of government pricing on pharmaceutical manufacturers and their ability to continue funding research and development has also been raised. Negotiated prices that are passed to plans may decrease the ability of plans to remain competitive, resulting in a reduced number of available plans. Another consequence of set drug prices for the Medicare population would be the effect of this pricing on other markets-especially the pricing of medications for non-Medicare recipients. There is a possibility that Medicare beneficiaries will bear the brunt of federal negotiations as higher costs are passed to these individuals.
Strong arguments against government influence have been put forth by the Academy of Managed Care Pharmacy (AMCP). [13] [14] [15] AMCP opposes government interference and supports a competitive model for the provision of Medicare Part D benefits. AMCP raises concerns about the separation of formulary development and pricing. In its official position on this issue, AMCP states, "Authorizing the federal government to negotiate the purchase price of drugs under the Medicare Part D program would inappropriately separate price negotiation from the formulary development process." 14 AMCP further states, "Mandatory requirements imposed by the government could weaken the program, disadvantage beneficiaries, and threaten the long term financial success of the benefit." 15 
■■ Conclusion
Medicare Part D will continue to evolve as the landscape of health care changes. If Medicare is going to remain a viable health benefit in the United States, funding issues need to be addressed, and a solution that prevents the exhaustion of the trust funds must be enacted. The structure of the plans will also continue to evolve. It is too early in the Part D story to determine how the drug plan benefit will play out and whether PDPs will phase out or if the number of plans will diminish in response to increased regulation and oversight. If the coverage gap remains an active concern and cost shifting to the patient continues, the effect of the increasing economic burden on beneficiaries will require a closer look. Greater government involvement in the negotiation of drug pricing may be on the horizon.
